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patent term extension proceeding or
that there was any violation of the
duty of disclosure through bad faith or
gross negligence in connection with the
patent term extension proceeding, a
final determination will be made pur-
suant to § 1.750 that the patent is not
eligible for extension.

(d) The duty of disclosure pursuant
to this section rests on the individuals
identified in paragraph (a) of this sec-
tion and no submission on behalf of
third parties, in the form of protests or
otherwise, will be considered by the Of-
fice. Any such submissions by third
parties to the Office will be returned to
the party making the submission, or
otherwise disposed of, without consid-
eration by the Office.

[24 FR 10332, Dec. 22, 1959, as amended at 54
FR 30381, July 20, 1989; 60 FR 25618, May 12,
1995]

§ 1.770 Express withdrawal of applica-
tion for extension of patent term.

An application for extension of pat-
ent term may be expressly withdrawn
before a determination is made pursu-
ant to § 1.750 by filing in the Office, in
duplicate, a written declaration of
withdrawal signed by the owner of
record of the patent or its agent. An
application may not be expressly with-
drawn after the date permitted for
reply to the final determination on the
application. An express withdrawal
pursuant to this section is effective
when acknowledged in writing by the
Office. The filing of an express with-
drawal pursuant to this section and its
acceptance by the Office does not enti-
tle applicant to a refund of the filing
fee (§ 1.20(j)) or any portion thereof.

[62 FR 53201, Oct. 10, 1997]

§ 1.775 Calculation of patent term ex-
tension for a human drug, anti-
biotic drug or human biological
product.

(a) If a determination is made pursu-
ant to § 1.750 that a patent for a human
drug, antibiotic drug or human biologi-
cal product is eligible for extension,
the term shall be extended by the time
as calculated in days in the manner in-
dicated by this section. The patent
term extension will run from the origi-
nal expiration date of the patent or

any earlier date set by terminal dis-
claimer (§ 1.321).

(b) The term of the patent for a
human drug, antibiotic drug or human
biological product will be extended by
the length of the regulatory review pe-
riod for the product as determined by
the Secretary of Health and Human
Services, reduced as appropriate pursu-
ant to paragraphs (d)(1) through (d)(6)
of this section.

(c) The length of the regulatory re-
view period for a human drug, anti-
biotic drug or human biological prod-
uct will be determined by the Sec-
retary of Health and Human Services.
Under 35 U.S.C. 156(g)(1)(B), it is the
sum of—

(1) The number of days in the period
beginning on the date an exemption
under subsection (i) of section 505 or
subsection (d) of section 507 of the Fed-
eral Food, Drug, and Cosmetic Act be-
came effective for the approved prod-
uct and ending on the date the applica-
tion was initially submitted for such
product under those sections or under
section 351 of the Public Health Service
Act; and

(2) The number of days in the period
beginning on the date the application
was initially submitted for the ap-
proved product under section 351 of the
Public Health Service Act, subsection
(b) of section 505 or section 507 of the
Federal Food, Drug, and Cosmetic Act
and ending on the date such applica-
tion was approved under such section.

(d) The term of the patent as ex-
tended for a human drug, antibiotic
drug or human biological product will
be determined by—

(1) Subtracting from the number of
days determined by the Secretary of
Health and Human Services to be in
the regulatory review period:

(i) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section which were on and before the
date on which the patent issued;

(ii) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section during which it is determined
under 35 U.S.C. 156(d)(2)(B) by the Sec-
retary of Health and Human Services
that applicant did not act with due
diligence;
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